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DETAILED ACTION 

Applicants amendments to the claims filed 1 1/03/2010 have been entered. Any 
objection\rejections from the previous office action filed 08/16/2010 not addressed 
below has been withdrawn. 

As a preliminary matter applicants inquire on page 9 section 4 if the examiner 
withdrew the previous rejection of claim 63 for the limitation "from about 2:1 to about 
4:1 ", the examiner did not make this rejection in the last office action, a non-final 
rejection after RCE, there is no longer a rejection for the above limitation. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 33-34,42-46,56-57,65 and 67 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Slavtcheff et al (US 6,270,783 B1) in view of Suzuki et al. (US 
4,715,369), for the reasons set forth in the previous office actions filed 10/09/2009, 
07/15/2010 and 08/16/2010. 

Regarding applicant's new limitation that the anionic pH sensitive film forming 
copolymer is methacrylic acid and acrylic or methacrylic acid, Slavtcheff teaches a 
polymer which may be anionic comprised of monomer units where methacrylic acid and 
acrylic acid may be selected. See col 4 lines 44-54. 

Response to Arguments 

Applicant's arguments filed 1 1/03/2010 have been fully considered but they are 
not persuasive. 
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Applicants assert that Slavtcheff fails to teach or hint at using a pH sensitive 
anionic mucoadhesive layer for use on wet mucosal surfaces as claimed and only 
teaches its use for the skin. 

The limitation on adhering the adhesive to a mucosal surface is just an intended 
use of the adhesive, the adhesive taught by the combination of Slavtcheff and Suzuki 
would be capable of the same use since the combination of references is within the 
scope of the adhesive claimed. Furthermore applicants claim skin as a mucosal site in 
claim 56, thus skin would not seem to be precluded by the claims as a mucosal site. 
The pH sensitive mucoadhesive layer is defined within the claim by what it comprises, a 
water-insoluble swellable anionic mucoadhesive polymer and at least one anionic pH- 
sensitive film-forming polymer. As disclosed in the previous office action Slavtcheff 
discloses an adhesive composition containing anionic film forming polymers and 
Carbomer structuring agent. Carbomer is described in applicant's specification and was 
previously claimed as a water-insoluble swellable anionic mucoadhesive polyacrylic 
acid cross-linked with polyalkenyl ether ordivinyl glycol, thus Slavtcheff discloses the 
use of both of applicants claimed ingredients in the adhesive composition. 

Applicant's state that Slavtcheff does not teach each and every element of the 
present claim set because the reference does not provide a reasonable expectation of 
success in using the ingredients described within that reference. 

The relevance of this assertion is unclear; applicants are essentially stating that 
because Slavtcheff teaches the use of more than their own claimed ingredients there 
would be no expectation of success in using the ingredients within Slavtcheff including 



Application/Control Number: 10/072,320 Page 4 

Art Unit: 1618 

the same ingredients which are claimed. Slavtcheff teaches the same mucoadhesive 
layer claimed, therefore it is not deficient with respect to expectation of success since it 
teaches the exact same ingredients in combination. As noted previously the only piece 
missing from Slavtcheff is the claimed wax layer. As noted in previous office actions 
there would be a high expectation of success in adding the wax backing layer of Suzuki 
to the adhesive film of Slavtcheff. 

Applicants further argue that Slavtcheff does not use the phrase "pH sensitive 
mucoadhesive polymer" when describing Carbomer in the adhesive layer. 

This argument cannot be correct, simply because applicants call Carbomer or 
polyacrylic acid cross-linked with polyalkenyl ether or divinyl glycol by another name 
than Slavtcheff (describes it as a "structuring polymer") does not mean that the 
compound is not the same. The same compound is the same no matter what the name 
is given to that compound. 

Applicants assert that since the examiner said in a 1 12 2nd rejection in the 
previous office action that a trademark name cannot be used to identify any particular 
product, he presumably cannot use a commercial name for a teaching of a specific 
product in a prior art rejection. 

While applicant's reasoning is interesting the examiner does not find it 
persuasive. The rejection was in regards to the claim set not to a description of a 
particular material by its commercial product name in the prior art, in this case a 
copolymer. In the description of Slavtcheff it clearly states the use of structuring agent 
Carbomer. In applicant's specification this commercial product is identified as a water 
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insoluble swellable anionic mucoadhesive polyacrylic acid cross-linked with polyalkenyl 
ether or divinyl glycol, thus the examiner must presume that Slavtcheff is describing the 
same polymer claimed. See [0022] of USPGPUB US 2002/0132008 A1 . Furthermore as 
evidence the examiner relies upon the teaching of Guo ("Carbopol® Polymers for 
Pharmaceutical Drug Delivery Applications", Drug Delivery Technology, Vol. 3 No. 6 
September 2003), which clearly states that Carbopol polymers are polyacrylic acid 
cross-linked with polyalkenyl ether or divinyl glycol. 

Claims 33,34,42-46,51,56,57 and 63-68 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Slavtcheff et al (US 6,270,783 B1) in view of Suzuki et al. (US 
4,71 5,369) in view of Mantelle et al. (US 6,562,363 B1 ), for the reasons set forth in the 
previous office actions filed 10/09/2009, 07/1 5/201 0 and 08/16/2010. 

Claims 33-34,42-46,56-57 and 63-67 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Mantelle et al. (US 6,562,363 B1) in view of Suzuki et al. (US 
4,715,369), for the reasons set forth in the previous office action filed 08/16/2010. 
Response to Arguments 

Applicant's arguments filed 1 1/03/2010 have been fully considered but they are 
not persuasive. 

Applicants assert there is no reason for the skilled artisan to consider the 
combination of ingredients claimed from the combination of Slavtcheff and Mantelle or 
Mantelle alone with a reasonable expectation of success independent of mere 
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recitations of ingredients to arrive at applicants claimed pH-sensitive mucoadhesive 
layer as claimed. 

As applied above applicant's argument that the references do not describe a pH- 
sensitive anionic mucoadhesive for delivering a molecule of interest to mucosal area is 
not persuasive, the fact that applicant has recognized another advantage which would 
flow naturally from following the suggestion of the prior art cannot be the basis for 
patentability when the differences would otherwise be obvious. Clearly adhesive 
technology is a mature field and one of ordinary skill in the art would have a high 
expectation of success in adding or using adhesive ingredients which are known in the 
prior art. There is nothing difficult or undue in using compounds that are described as 
useful in the same field of endeavor, in this instance adhesives, and substituting or 
combining those compounds. 

Applicants argue that Mantelle expressly leads on of ordinary skill in the art to 
use PVP. 

As noted previously one of ordinary skill in the art could combine any one of the 
disclosed adhesive compounds of Mantelle and add them in the adhesive of Slavtcheff. 
In additional to the rebuttal above even if one of ordinary skill in the art added the PVP 
taught in Mantelle to an adhesive composition it would not be precluded from 
independent claims 33,66 and 67. Applicants claim an adhesive, Mantelle teaches an 
adhesive containing PVP, clearly PVP would not materially affect the basic and novel 
characteristic(s) of the claimed invention drawn to an adhesive since Mantelle uses this 
ingredient and the composition functions as an adhesive. 
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Applicants assert that Mantelle's description of Noveon and Eudragit polymers 
encompasses a wide range of polymers with different properties and therefore the 
requisite expectation of success in making applicants claimed adhesive is lacking. 
The relevance of this assertion is unclear, Mantelle teaches the use of the specific 
Eudragit polymers S100 and L100 which are described in applicants specification 
([0072] of USPGPUB US 2002/0132008 A1) as the most preferred anionic Eudragit pH 
sensitive film forming copolymers. In applicant's specification the commercial product 
Noveon is identified as a water insoluble swellable anionic mucoadhesive polyacrylic 
acid cross-linked with polyalkenyl ether ordivinyl glycol, thus the examiner must 
presume that Mantelle is describing the same polymer. See [0022] of USPGPUB US 
2002/0132008 A1 . The polymers of Mantelle are the same polymers used by applicants 
and are clearly taught within Mantelle as being useful ingredients in the described 
bioadhesive, thus the expectation of success in selecting such polymers for use in an 
adhesive composition would be very high. Mantelle teaches the same mucoadhesive 
layer claimed, therefore it is not deficient with respect to expectation of success since it 
teaches the exact same ingredients in combination. As noted previously the only piece 
missing from Mantelle is the claimed wax layer. As noted in previous office actions 
there would be a high expectation of success in adding the wax backing layer of Suzuki 
to the adhesive film of Mantelle. 

Conclusion 

No claims are allowed at this time. 
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Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP §706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James W. Rogers, Ph.D. whose telephone number is 
(571) 272-7838. The examiner can normally be reached on 8:30-5:00. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on (571 ) 271 -061 6. The fax phone number for 
the organization where this application or proceeding is assigned is 571 -273-8300. 
Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
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have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 
/J. W. Ft./ 

Examiner, Art Unit 1618 
/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 



